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DETAILED ACTION 

Claims 1-7 are pending in the application. 

In response to the election restriction requirement dated 1 1/15/07, Applicants 
elected the nanopore size 10-20 nm with traverse. The traversal is on the basis that, 
first, the requirement appears to be predicated on an incorrect reading of the claims, 
since claims 5 and 7 are not different species from claim 3. Claim 3 recites the pore size 
of the membrane, and claims 5 and 7 recite the size of the pores of the prefilter. 
Applicant's arguments have been carefully considered and deemed persuasive, 
therefore the restriction requirement is withdrawn. 

Claims 1-7 are presented for examination on the merits. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Winge (US 
6,399,357). 

Winge teaches a process for preparing an albumin preparation which involves a 
step of filtration with a virus-removing membrane (e.g., claims 49, 54-56). 

Therefore, the reference is deemed to anticipate the instant claim above. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 2, 4 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Winge (US 6,399,357) in view of Chang (US 5,250,662). 

Winge teaches a process for preparing an albumin preparation for therapeutic 
use (column 1 , lines 35-67; column 2, linesl -1 0) which involves a step of filtration with a 
virus-removing membrane (e.g., claims 49, 54-56). 

Winge does not teach doing a heat treatment in liquid state after the filtration with 
a virus-removing membrane or use of an anion exchanger before the filtration with a 
virus-removing membrane. 

Chang teaches a purification method of albumin comprising heat-shocking the 
stabilized albumin solution for 2 hours at 60° C (e.g., column 18, lines 42-45) as in the 
limitation of claim 2: "heat treatment in a liquid state". Chan et al. teach that albumin's 
main uses are as a plasma extender and for correction of hypoproteinemia. In addition, 
albumin is frequently used: (1) as stabilizing agent for other proteins contained in 
preparations administered for various treatments such as Factor VIII; (2) to maintain the 
colloid osmotic pressure; and (3) for in vivo transport functions, for example, of fatty 
acids and drugs (column 1, lines 38-44). Chan et al. also teach use of anion-exchange 
resin (as in the limitation of claims 4 and 6: "anion exchanger") to remove contaminants 
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from an albumin-containing preparation (e.g., claim 1)for therapeutic uses (e.g., column 
1, lines 38-44). 

Neither reference expressly teaches the order of purification steps as instantly 
claimed. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the method of Winge by using a combination of steps 
including heat treatment or anion exchange filtration (column 18, lines 42-45; claim 1) 
as taught by Chang. The skilled artisan would have been motivated to do so in order to 
further purify the albumin. There would have been a reasonable expectation of success, 
given that both Winge and Chan et al. teach purification of albumin for therapeutic 
applications (column 1, lines 35-67; column 2, linesl -1 0 of Winge; column 1, lines 38-44 
of Chang). The adjustment of particular conventional working conditions (e.g., 
determining appropriate purification steps and order of the steps within such method) is 
deemed merely a matter of judicious selection and routine optimization that is well 
within the purview of the skilled artisan. As such, it would have been obvious to one 
skilled in the art at the time of invention to determine all optimum and operable 
conditions (e.g., determining types of purification steps including anionic exchange 
filtration, heat treatment and virus-filtration, and order thereof), because such conditions 
are art-recognized result-effective variables that are routinely determined and optimized 
in the art through routine experimentation ("[W]here the general conditions of a claim 
are disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges by routine experimentation.". In reAller, 220 F.2d 454, 456, 105 USPQ 233, 235 
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(CCPA 1955). See MPEP 2145.05). One would have been motivated to determine all 
optimum and operable conditions in order to achieve the highest yield of the highest 
purity product in the most efficient manner. One would have had a reasonable 
expectation for success because such modifications are routinely determined and 
optimized in the art through routine experimentation. 

From the teaching of the references, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Claims 1 and 3, 5, 7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
Winge (US 6,399,357) in view of Chang (US 5,250,662), http://www.asahi- 
kasei..cojp/pjangya (accessed online 6/4/08) and Burnouf (Virol. 

Safety Aspects of Plasma Derivatives, 1993, cited in the IDS of 01/06). 

Winge and Chang are relied upon as above. Winge also teaches that the degree 
of fineness of the filters is normally given as pore size or the approximate molecular 
weight at which the molecules are stopped by the filter. Winge goes on to teach Planova 
filters Planova 15 and Planova 35 which are used for smaller viruses (column 5, lines 
50-54). 

http://www.asahi-kasei.coJD/planova/en/product/filters.html teaches that Planova 
filters are available in single-use, self-contained modules in mean pore sizes of 15 nm 
and 35 nm as in the instant limitations of claims 3, 5 and 7 [column 5, lines 50-54]. 
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Winge teaches that the method reduces the residence time and the extent to which the 
solution needs to be diluted and optimizes the yield when virus-filtering primarily 
proteins (e.g., column 1, lines 15-23). 

Burnouf et al. teach viruses of various sizes and shapes [pages 201-203], 
including the smallest parvoviridae virus being 18-26 nm in diameter (as in instant claim 
3: "pore size 10-20 nm") and the largest poxviridae 300-45 x 170x260 nm in size (as in 
instant claims 5 and 7: "pore size 35-200 nm) in plasma derivatives. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the methods of Winge and Chang by having a pore size 
of 10-20 nm (see column 5, lines 50-54 of Winge) or prefilter at a pore size of 35-200 
nm (e.g., Winge, column 5, lines 50-54). The skilled artisan would have been motivated 
to do so in order to purify the albumin with a smaller time of residence and optimized 
yield as taught by Winge (column 1 , lines 1 5-23) for purification from viruses such 
asparvoviridae which is 18-26 nm in diameter (Burnouf, pages 201-203; Winge, column 
5, lines 50-54). There would have been a reasonable expectation of success, because 
Winge teaches 15 nm pore size filters Planova 15 and 35 nm Planova 35 
( http://www.asahi-kasei.cQ.|p/pj^ and because filtration of 

larger viruses such as poxviridae (300-45 x 170x260 nm in size) was also known in the 
art (Burnouf, pages 201-203, Winge column 5, lines 50-54) and because Winge, Chang, 
and Burnouf teach purification of albumin/plasma derivatives for therapeutic 
applications. The adjustment of particular conventional working conditions (e.g., 
determining appropriate purification steps including prefiltration from within those taught 
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by the prior art, determining appropriate order of the steps and/or selecting appropriate 
size pores for filtration within such method) is deemed merely a matter of judicious 
selection and routine optimization that is well within the purview of the skilled artisan. As 
such, it would have been obvious to one skilled in the art at the time of invention to 
determine all optimum and operable conditions (e.g., filtration pore size, purification 
steps, and order thereof), because such conditions are art-recognized result-effective 
variables that are routinely determined and optimized in the art through routine 
experimentation ("[W]here the general conditions of a claim are disclosed in the prior 
art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation.". In reAller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 
See MPEP 2145.05). One would have been motivated to determine all optimum and 
operable conditions in order to achieve the highest yield of the highest purity product in 
the most efficient manner. One would have had a reasonable expectation for success 
because such modifications are routinely determined and optimized in the art through 
routine experimentation. 

From the teaching of the references, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 
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Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARCELA M. CORDERO GARCIA whose telephone 
number is (571)272-2939. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia J. Tsang can be reached on (571) 272-0562. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marcela M Cordero Garcia/ 
Examiner, Art Unit 1654 



06/08 MMCG 



